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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 
• Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 Responsive to communication(s) filed on 20 April 2005 . 
2a)D This action is FINAL. 2b)EJ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) E3 Claim(s) 54-85 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) Q Claim(s) is/are allowed. 

6) g] Claim(s) 54.56.58.64.70.72.74 and 80 is/are rejected. 

7) ED Claim(s) 55.57.59-63.65-69.71.73.75-79 and 81-85 is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) Q The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .D Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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3) £3 Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5 ) D Notice of Informal Patent Application (PTO-152) 
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Art Unit: 1642 

DETAILED ACTION 

Applicant's submission (amendment and declaration) filed on 04/20/2005 is 
acknowledged. 

Claims 54-85 are pending and under consideration. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

This Office action contains new grounds of rejection. 

Claim Rejections - 35 USC § 112, Withdrawn 

The rejection of claims 58-69, and 74-85 under 35 U.S.C. 112, first paragraph, 
because the specification, while being enabling for an isolated host cell for protein 
expression purposes, does not reasonably provide enablement for host cell in gene 
therapy or any other in vivo use is withdrawn because applicant argument is persuasive 
in light of Dr. Fisher's Declaration. 

Allowable Subject Matter 

The indicated allowability of claims 54-57, and 70-73 is withdrawn in view of the 
art rejection below. 

The Following are New Grounds of Rejections 
Claim Rejections - 35 USC § 102 

Claims 54, 56, 58, and 64 are rejected under 35 U.S.C. 102(b) as being 
anticipated by GenBank accession number AA891 725 (a copy provided on 1/30/2003, 
08-JAN-1999). This is reinstatement of the art rejection in the Office action mailed on 
1/30/2003. 
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The claimed invention is drawn to an isolated nucleic acid comprising a nucleic 
acid encoding SEQ ID NO: 2 (claim 54), vector containing said nucleic acid (claim 56), a 
host cell containing said nucleic acid (claim 58), host cell containing said vector (claim 
64). 

Applicant argued that the prior art of record is an EST sequence, and there is no 
teaching of operatively linking an enhancer element to the EST. 

These arguments have been fully considered. However, the Office reinstates the 
rejection because the isolated nucleic acid disclosed in GenBank accession number 
AA891725 comprises a nucleic acid encoding SEQ ID NO: 2 as claimed in the instant 
claim 54. GenBank accession number AA891 725 also discloses that the nucleic acid is 
in a pT7T3Pac between the EcorRI and Notl. Bonaldo et al (1996, Genome Research, 
vol. 6, pages 791-806) are cited to present an evidence that the nucleic acid of the prior 
art is operatively linked to a promoter. Bonaldo et al., at Figure 6 at page 802 disclose 
that pT7T3Pac that the prior art nucleic acid is inserted in inherently has T7 promoter 
and the EcorRI and Not I is in the polylinker region flanked by T7 and T3 promoter. 
Therefore it is the Office position that the nucleic acid insert is operatively linked to a 
promoter. In addition, GenBank accession number AA891725 discloses the nucleic 
acid of GenBank accession number AA891 725 is from clone RKIAG02. Voet et 
al.,(1990, Biochemistry, John Wiley & Sons, page 837) are cited to demonstrate the 
term "clone" inherently include a host cell, i.e. an organism that contains the vector 
containing the nucleic acid of interest. 
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Claims 70, 72, 74, and 80 are rejected under 35 U.S.C. 102(b) as being 
anticipated by GenBank accession number N39717 (22-JAN-1996). 

The claimed invention is drawn to an isolated nucleic acid comprising a nucleic 
acid encoding SEQ ID NO: 4 (claim 70), vector containing said nucleic acid (claim 72), a 
host cell containing said nucleic acid (claim 74), host cell containing said vector (claim 
64), and host cell containing vector of claim 72 (claim 80). 

GenBank accession number N39717 discloses an isolated nucleic acid 
comprising a nucleic acid encoding instant SEQ ID NO:4. Note the attached Exhibit A 
(a sequence alignment of the nucleic acid encoding the instant SEQ ID NO:4 against 
the nucleic acid disclosed in GenBank accession number N39717) showing the nucleic 
acid of GenBank accession number N39717 inherently encodes the entire instant SEQ 
ID NO:4, i.e. 100 % identical. The EST insert encoding the instant SEQ ID NO:4 is in 
pT7T3Pac, which is designed to put a cDNA insert operatively to a promoter. Note 
Bonaldo et al (cited above). As for host cell, the vector containing the cDNA insert is in 
a ampicillin resistant DH10B. 

Conclusion 

The claims depend on the rejected base claims are objected. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MISOOK YU, Ph.D whose telephone number is 571- 
272-0839. The examiner can normally be reached on 8 A.M. to 5:30 P.M., every other 
Friday off. 
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Art Unit: 1642 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jeffrey Siew can be reached on 571-272-0787. The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




MISOOK YU.^Ph.D 
Examiner 
Art Unit 1642 
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